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DETAILED ACTION 
Status of Claims 

No amendment to claims is made in response to the office action mailed on 
4/3/07. Claims 1-22 are previously cancelled, and claims 25 and 27 are previously withdrawn. 
Currently claims 23-52 are pending in the instant application. 

Response to Arguments 
Applicant's arguments with respect to claims 23-24,26, and 28-82 have been considered 
but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 23,24,26, and 28-52 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Rubsamen et al. US 5,735,263. 

Regarding claims 23, 29, 28, 31-36, and 38-40, Rubsamen discloses a device (see the 
device of figs.l and 10) for increasing the bioavailability of an aerosolized active agent, said 
device comprising a flow restrictor (9,22,37). Rubsamen in column 5, lines 50-55, column 13, 
lines 5-10, 25-30, and 52-57, column 23, lines 34-55 discloses that a microprocessor controls and 
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monitors the inspiratory flow of an aerosolized active agent formulation to a human patient 
(though the valve in the case of fig.l and though the opening of the mouthpiece in the case of 
fig. 10) at a rate of 0.1 to 2 liters per second - 6 to 12 liters per minute, which meets claimed flow 
rate of "less than 17 liters per minute" and "10 liters per minutes". Rubsamen further discloses 
wherein the device is adapted to aerosolize the active agent formulation and wherein the active 
agent formulation is (i) a powder, (ii) a solution, suspension, or slurry that may be nebulized, or 
(iii) suspended or dissolved in a propellant (see col. 14, lines 64-67, and col. 15, lines 1-6). 
Rubsamen further discloses the active agent formulation is a powder (see col. 14, lines 64-67, and 
col. 15, lines 1-6) and the device is adapted to aerosolize the active agent formulation (see col.29, 
lines 26 and 27) using compressed air (see col.31, lines 15-20). Rubsamen further specifically 
discloses the device is adapted to be used with an active agent selected from the group consisting 
of insulin (see col.22, lines 49 and 50). 

Regarding claim 26, Rubsamen discloses the flow restrictor is a valve (fig.l, 9) and 
microprocessor (22,27) controlling the inspiratory flow rate though the valve would provide for 
adjustment of the valve so that it decreasing resistance with increasing flow rate in order to 
provide an inspiratory flow rate of 6-12 liters per minutes. 

Regarding claims 30,37, 41, 46, and 52, Rubsamen in figure 10 discloses the active 
agent formulation is contained in a blister (56) and the device is adapted to receive the blister. 

Regarding claims 24, 42-45, Rubsamen discloses the claimed invention as applied for 
claims 23, 29, 28, 31-36, and 38-40. Notice, opening through the mouthpiece in figure 10 and 
flow passage blocked by the valve in figure 1 is considered orifice of claims 24 and 42. 
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Regarding claims 47 and 48, Rubsamen discloses a device (see fig.l and 10) for 
delivering an aerosolized active agent to the lungs of a human patient, said device comprising a 
chamber (3,55) in flow communication with a mouthpiece (12,52), means for aerosolizing the 
active agent (actuator/switch (see col. 17, lines 15-17) releasing active agent into a flow path 
(8/54) would allow aerosolization of the agent in the air contained into the flow path; and 
patient's inhalation force can further assist in aerosolization of the active agent), and means for 
limiting an inspiratory flow rate (9,22,37). Rubsamen discloses flow rate of less than 17 liters per 
minute and 10 liters per minute or less as applied for claim 23. Rubsamen further discloses 
whereby an aerosolized active agent formulation in the chamber may be delivered to the human 
patient, the active agent formulation being (i) powder, (ii) a solution suspension, or slurry than 
may be nebulized, or (iii) suspended or dissolved in a propellant (see col. 14, lines 64-67, and 
col. 15, lines 1-6). 

Regarding claim 49, Rubsamen discloses the device is adapted to deliver an aerosolized 
insulin formulation to the lungs Rubsamen further specifically discloses the device is adapted to 
be used with an active agent selected from the group consisting of insulin (see col. 22, lines 49 
and 50). 

Regarding claim 49, Rubsamen discloses the device is adapted to deliver an aerosolized 
insulin formulation to the lungs (see col. 22, lines 49 and 50). 

Regarding claim 50, Rubsamen discloses the device further comprising means for 
aerosolizing the active agent (see compressed air in col.31, lines 15-20). 



Application/Control Number: 10/627,591 Page 5 

Art Unit: 3771 

Regarding claim 51, Rubsamen discloses the active agent formulation is a powder (see 
col. 14, lines 64-67, and col. 15, lines 1-6) and the device is adapted to aerosolize the active agent 
formulation (see col. 29, lines 26 and 27). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Newhouse (5,349,947), Kalishman (5,065,753), Bagwell (5,396,884), and Johansson 
(5,392,768) pertain to aerosolizing device with flow restrictor. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272-6088. The 
examiner can normally be reached on M-W-F 8:30am-5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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